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TZHSL STATUTORY PER.OD FOR REPLY IS SET TO EXP.RE MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. ^ ^ ^ ^ bg ^ f w ^ six (6) months w the 

Extensk>nsoftimemavb 0 avail a bl 9 undertheprov B K.nsof37CFR1.13 0 | a) . 

I S NO *o I £, Specified above, the — ^^^^^S, to become ABANDONED ,35 O.SC 11 33,. 
' earned patent term adjustment. See 37 CFR 1 -704(b). 

Status 

1 ) □ Responsive to communication(s) filed on 
Disposition of Claims 



4)69 naimfs) 10-22 and 24 



4a) Of the above, claim(s) 
5) □ Claim (s) 



6) K naimfs) 10-22 and 24 

7) □ Claim(s) 

8) D Claims 



is/are pending in the application, 
is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 



10)D The drawing(s) filed on 



is/are a) □ accepted or b)D objected to by the Examiner, 



ne arawingw n.ou v.. _ 85( , 

Appli c„, m .v no, « m - - - ^Z'S^Z^ b, « Ex^ine, 

1 1 )□ The proposed drawing correction filed on 

If approved, corrected drawings are required in reply to thi. Office action. 

1 2 ) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 1 19(a)-(d) or (f). 

13) D Acknowledgement is made of a c.aim for foreign prionty under 35 U.S.C. § 

a)D All b)D Some* c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application Na^^^^ ■ 

♦See the attach^ Office action for a list of the certified copies not rece.v . 

1 4) D Acknowledgement is made of a c.aim for domestic priority under 35 U.S.C § 119(e). 
a) □ The translation of the foreign language provisional application has been receiv d. 

Acknowledgement is made of a claim for domestic priority under 35 U.S.C §5 120 

Attachment(s) ^ r-j |nterview Summa rY (PTO-41 3) Paper No(s). 

1) [vl Notice of References Cited (PTO-892) 

' ^ 5J Q Not ice of Informal Patent Appl.cat.on (PTO-1 52) 

2) SO Notice of Draftsperson s Patent Drawing Review (PTO-948! ^ 

q\ Other" 

^^Information Disclosure Statement(s) [PTO-1 449) Paper No(s). LJ _ , . 
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DETAILED ACTION 



1. 



2. 



Claim Rejections - 35 USC§112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

Claims 10-22 and 24 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a. Claims 10-22 and 24 are vague and indefinite because the phrase "the urge, nucleic acid" 
in claims 10-11 has no antecedent basis. 

b. Claims 10-22 and 24 are vague and indefinite because of the phrase "a complementary 
sequence in an extension product of me primer corresponding to the Urge, nucleic acid". It is 
unclear what is mean, by "corresponding". It can no. be determined whether the complementary 
sequence in ft. e*,ension product of the primer is complementary to the target nucleic acid. 
Clarification is required. 

c. Claim 12 is vague and indefinite because it is unclear whether the phrase "uncopied" 
means ft* the tail region is non-complementary to the template region. Clarification is required. 

d. Claims 17 is vague and indefinite because of the language "releasably attached to the 
primer tail". I. is unclear what is meant by the phrase "releasably attached". It can not be " 





Application/Control Number: 09/974,870 



Page 3 



Art Unit: 1637 



determined whether the integral signaling system is 
integral signaling system is released. Clarification is required. 



attached to the primer tail and then the 



3. 



basis 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -- 
thereof by the applicant for patent. 

4. Claims 10-12 and 14-22 are rejected under 35 U.S.C. 102(e) as being anticipated by 

Whitcombe et al. (WO 97/42345). 

Wbiteombe et al. disclose a diagnostic primer having a non-complementary tail 
comprising tag and detector region (See the Abstract and p g . 2, lines 1-10). The non- 
complementary tai, is non-complementary to any relevant genomic se q ucnee or adjacent regton 
(See pg. 3. Hnes 26-27). The length of the primer rs less than 200 base pairs (See pg. 24). The 
detector region may be detected by the use of fluorescence resonance energy transfer or 
measuring a change in fluorescence polarization (See p, 2, Hnes 27-3 1). A solid phase probe ,s 
t0 detect .be immobilized primer extension products (See pg. 3, hnes 1-3). The primer also 
comprises a restriction site on the middle position of the primer which may be cleaved releasing 
the detected fluorophore from its quencher (See pg. 15, lines 12-13). 
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The Cairn .anguage does no. sti—y specify *. differences between .he phrase "a 
templ ,e binding region", ,ar g e< region" and W. The Cairn language aiso does no. 

limit wha, is "a seif -complement s.em dupiex". ,n a nucleic acid sequence, complement 
b ase pair region would satis* me ,imi.a.ion of sC.-complemen.ary stem dup,, —ore, 
to Cairn Vanguage does no. >.mi. wha. is me regions of mtema, hybridization ma. s,abi,i Z e one 



component of .he signating system ,n a gWen pos.tion. Thus, basis upon me anaiysis 
above, .he .cachings of Whi.combe e. a,. a,ioipa,e me U mi«atio„s of Cairns ,0-12 and ,4-22. 



or more 



Claim Rejections - 35 USC§103 

„r TT cr 1 03^ which forms the basis for all 
5 . The following is a quotation of 35 U.S.C. 103 W 

obviousness rejections set forth in this Office action: 

^patents- 
section 102 of this title, if the differences between th subjec matter g ^ ^ ^ {o a 

manner in which the invention was made. 

6 Cairns 13 and 24 are rejected under 35 U.S.C. .03(a) as being unpa.en.able over 
Whi.con.be e, ai. (WO 97/42345) as applied .0 Cain. 10-,2 and .4-22 above, and tamer in 



view 



ofMullis etal. (4,800,159). 



This application currency names join. inve„.ors. In considering pa,en,abi,i.y of me 
Cairns under 35 U.S.C. .03(a), me examiner presumes .ha. me subjec. matter of me various 

commoniy owned a. .he time any inventions covered .herein were made absen. any 



claims was 
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evidence to ft. contrary. Applicant is advised of the obligation under 37 CFR 1 .56 ,„ point on, 
the inventor and invention dates of each claim that was no. commonly owned a. the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

The teachings of Whitcombe et al. are set forth in section 4 above. 

Whitcombe et al. do not disclose that the primer has blocking moiety and the kit 

containing the primer. 

Mullis et al. disclose that an oligonucleotide has blocking moiety which is 

deoxyribonucleotide or ribonucleotides (See column 6, lines 12-19). Mullis e. al. also disc.ose a 

kit comprising primers (See column 3, lines 24-46). 

One of ordinary skill in the art at the time of instant invention would have been motivated 

to make a primer comprising a blocking moiety and a ki, comprising primers as taught by Munis 

e. al. because Mullis et al. address blocking moiety which is deoxyribonucleotide or 
ribonucleotides used in a primer or oHgonuc.eotide and that the using of block moiety in the 
primer depends on the ultimate function or use of the oligonucleotide (See column 6, lines 12- 
19). Moreover, constructing a kit comprising primer for certain usage was well known and 
commonly practicin the art for the convenience of performing a method. Thus, it would have 
been prim, ft* obvious for an ordinary skrll in the art ,„ make the ki, comprising primers and 

constructing primer with blocking moiety to the tail. 

Summary 
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7. No claims are allowable. 

8. Any inquiries concerning this communication or earlier communications from the 
examiner should be directed to Joyce Tung whose telephone number is (703) 305-71 12. The 
examiner can normally be reached on Monday-Friday from 8:00 AM-4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached at (703) 308-1 1 19 on Monday-Friday from 10:00 AM- 
6:00 PM. 

Any inquiries of a general nature or relating to the status of this application should be 
directed to the Chemical/Matrix receptionist whose telephone number is (703) 308-0196. 



9. 



Papers related to this application may be submitted to Group 1600 by facsimile 



transmission. Papers should be faxed to Art Unit 1637 via the PTO Fax Center located in Crystal 
Mall 1 using (703) 305-3014 or 308-4242. The faxing of such papers must conform with the 
notice published in the Official Gazette, 1096 OG 30 (November 15, 1989). 
Joyce Tung 

March 1 6, 2ol)3 

REY SIEW 
- ,ARY EXAMINER 




